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510(k) Summary

Manufacturer: Konigsee Implantate GmbH
OT Aschau, Am Sand 4,
07426 Allendorf - GERMANY

Dated Prepared: January 10, 2011

Device Trade Name: Spinal Fusion Carrier (SFCTM) VBR

Contact: Justin Eggleton
Musculoskeletal Clinical Regulatory Advisers, LLC
1331 H Street NW, 12'h Floor
Washington, DC 20005
Office: 202.552.5800
Fax: 202.552.5798

Classification: 21 CFR §888.3060

Class: li

Product Code: MQP

Indications For Use:
SFCTh has been designed to be used in the thoracolumbar spine (Ti to L5) to replace a
collapsed, damaged, or unstable vertebral body due to tumor or trauma (i.e. fracture).
SFC'r is intended to be used with supplemental spinal fixation systems that are cleared
by the FDA for use in thoracic and/or lumbar spine such as posterior pedicle screw and
rod system, anterior plate systems, and anterior screw and rod systems. The SFCTM May
be used with autograft or allograft.

Device Description:
The SFCTM acts as an expandable spacer to maintain proper vertebral body spacing and
angulation following vertebrectomy. The SFCTM VBR is manufactured from Ti6Al4V.

Predicate Device(s):
The SFCrh was shown to be substantially equivalent to previously cleared devices
(Innovotec SEC VBR, K091743; Aesculap Hydrolifi VBR, K083186; Synthes Synex II,
K06 1891) and has the same indications for use, design, function, and materials used.

Performance:
Testing performed on this device indicates that the SFCTM is substantially equivalent to
predicate devices. ASTM F2077 and ASTM F2267 performance standards (static axial
compression, static axial torsion, static compression shear, dynamic axial compression,
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dynamic axial torsion, subsidence, and expulsion) were adhered to and all applicable
requirements were met.

Conclusions:
The subject and predicate devices share the same indications for use, design, function,
and materials of manufacture. The non-clinical test results demonstrate that any minor
differences do not impact device performance as compared to the predicates. The
AccuLIF Cage was shown to be substantially equivalent to the cited predicate devices.
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%/ MUIucloskeletal Clinical
Regtilatorv Advisers, LLC
Mr. Justin Eggleton
1')311-H Street NW, 1211 Floor
Washington. Disti ct of ColumIrbia 20005

Re: KI 10153
Trade/Device Name: Konigsee imp lantate Spinal Fusion Carrier (S FCr') V BR
Regulation Number: 21 CER 888.3060
Regulation Maine: Spinal intervertebral ixatio n orthosis
Regulatory Class: Class I1
Product Code: M\,QI'
Dated: September 26, 2011
Received: Septemnber 27, 2011

Dear Mr. Eggleton:

We have reviewed your Section 5 10(k) pretnarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Mvedlical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not requi're approval of a premiarket approval application (PMA).
You may, therefore, market the device, subject to thle general controls provisions of the Act. The
general controls provisions of the Act inctide requirements For annual registration, listing of
devices, good mnanufacturing practice, labeling, and prohibitions against misbranding and
adulteration. please note: CDRI-I does not evaluate information related to contract liability
warranties. We remind you;, however, that device labeling must be truthful and not misleading.

if your device is classified (see above) into either class it (Special Controls) or class Ill (PMIA), it
may be subject to additional controls. Existing mna jor regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Flatlte 2 - N'Ir. Justin EwzIlon

P lease be advi sel that FDA's issuance of' a substantiHl equivalence determination dfoes not meanl
that FDA has made a determ ination that y'our dlevice corn plies with other requiremnts of the Act
or any Federal statutes and rCaU lations adm in isieved by other Fedleral agencies. You must
comply with all the Act's rqie nt.including, but not limited to: registration and listing, (21
C FR Part 807); labelig (2 1 C FR Part S01I): mued ical device reporting (reporting of medical

cleic-rcatd aveseevents) (21 F 803); good ruanutacluring practice tcuennsa e
forth in the quality systemns (QS5) regulation (21I Cll P'art 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CUR 1000-1050.

If you desire specific advice for your device On our labeling reguLlation (21 CUR Part 801), please
go to lhttp)://wwwvx. fdal.uov,/AboLutFDA/Ceinters~flices/CDRI-I/CDRHQ fiieS/uICIIII 15809.h1M) for
the Center for Devices and Radiological Health's (CDRI-I's) Office of Compliance. Also, please
note the reguLlation entitled, Vi isbranding by rerce to prematrket notification" (21 CUR Pant
807.97). For questions reg-arding the reportingQ of adverse events unde~lr the N4tDR regulation (21
CU-R Part 803); p~lease go to

httj :/ww. (Ia. o vMedca Dc ies/a f~vRe ort~rble/deLuIt.Mmfor the CD RI-I's 0Office
of *SUrvei Ilance and B3 ometrics/Di vision of' Postmarket S urIClance.

You may obtain other genrical in format ion On Vour responsibilities Under the Act front the
Div~isiorn of S mall M/anufacturers. lI nCIrational and Con1surver Assi stance at its toll -free number
(800) 638-2041 or (301) 796-7100 or at its [iernet address

Sincerely yoLus. '

Mark N. Melkerson
Director
Division of'Surgical, Orthopedic
and Restorative Devrces

Office of Device Evaluation
Center for Devices and

Radio logical Health
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Indications for Use

510(k) INumber (if known): , 1/0 I

Device Name: Ku igsiee I. nplantate Spinal Fusion Carrier (SEW*") \VBR

SFC'-hI\ has been dlesiunied to be tised in the thoracolumbar spine (I to L5) to replace a
collapsed. damaged, or unstable vertebral body due to tumor or trauma (i.e. fracture).
SF"C'm is intended to be used with supplemental spinal fixation systems that are cleared

by the FDA for use in thoracic and/or lumbar spine Such as posterior pedicle screw and
rod system,' anterior plate systems, and anterior screw and rod systems. The SFCTM1 max'
be used Wvith autogrIa ft or all ogra ii.

Prescription Use -1 AND/OR O ver-The -Countter Use ____

(part 29 CFR 801 Subpart D) (29 CFR 80 1 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS L[NE-CONT[NUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

anRestonttive Device@
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